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Apri”
(desogestrel and ethinyl estradiol) Tz

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES N
AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY TRANSMITTY

‘Ronly

combination with sthiny! estradiol, does not

it SHBG, resufting in lower serum levels of free testostercne (96-99)

Pharvasckisstios

Desogestrel is rapidly and almost completaly absorbed and converted into 3-keto-

desogestrel, it biologically active metabolite. Fotlowing oral administration, the reiative

umwuug‘ a8 meesured by sarum levels of 3-keto-desogestrd, is

In the third cycle of use aftar a singls and modmum !
of 2,808 + 1203 (maansS0) are reached

at 1.4¢0.8 hours. The area under the curve (AUG,..) is 33,858211,0483 o hr after

. metabatrtes are
not known to have any and ars further converted in part by con-
jugation (phasa Il metabotism) info potar metaboiites, mainly and
thinyl is rapidly and compistely ahsorbed. in the third cycle of use
after a single desogestral and ethinyl estradiol tabiet, the relative bioavaitabikly is
In the third cycle of use after 8 singie and ethinyl estradiol tabiet,

maximum
concantrations of ethinyl estradiof of pg/mi. are reached at 1.5+0.8 hours. The
AUCo-. is 1.4712268 pg/mi « hr after a singie dosa. At steedy state, attained from at
least day 19 onwards, maximum ethinyl estradiol concentrations of 14148 pg/mL are
reached at about 1.4+0.7 hours, The minimum sarum levets of ethinyl estradiol at
steady stats are 2418.3 pg/mL. The AUCo, at stsady state is 1,1172302 pg/mL ¢ hr.
Mmmmwmmmammammma
does not significantly differ from the mezn AUCo.» at staady stats. This finding indi-

metaboksm). 2 and .
estradiol. Sultate and gtucuronide conjugatas of both ethinyt estragiol and phass | metabo-
lites. which are axcreted in bile, can undergo enterohepatic circulation.
INDICATIONS AND USAGE
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Mﬂ(wmmﬁmmm&snmmmmmum
Nancy in worman who elect to uss orsf contracentives as 3 method of contraception.
Oral contraceptives are highly effective. Tabie | lists the typical acodental pregnancy
rates for usars of combination ora) contraceptives and other methods of contraception.
The stficacy of thesa contracaptive methads, axcent steriization, depends upon the reli-

ability with which they are usad. Correct and consistant usa of these methods can result -

in lgwer faiture rates.
rwrmm AMD TYPICAL FALURE RATES DURMNG
THE FIRST YEAR OF CONTINUOUS USE OF A METHOD
% of Women "
i the First Year of Continsess Use
Lowent
Mathod .
(No Gontraceptive) (89 (88)
Oral Contraceptives 3
combined 0.1 A
rogestin only 05 A
Otaphragm with sperrnicidal .
cream or jefly 8 18
Spermicides aione (foams, .
awm.m.ngﬁ:.mm) 6 2
Vaginal Sponge
nulliparous. 9 18
parous 20 k]
Implant 0.09 0.09
Injection: dapot
acetats 03 03
up
15 20
copper T 3804 | 06 08
Condom without spernicides
temaie 21
male 3 12
Gervical Cap with spermicidal
cream or jelly
9 18
.. J 38
abstinence :
(2l methods) 149 2
sterifzation 04 04
Male stertiization 0.10 015
Adapted from RA Hatcher et al., Tabls 5-2,(1994) ret. 1. .
'mmmmum of women epectad to experience an acck
dental pregnancy among couples who 2 method (not necessartly for the first
ﬂrm)mm it consistantly and corrsclly during the first year # they do not stop
any other reason.
"Thla represants “ypical” couples who initizte use

totmeﬂmurm who experience an acciderisl pregnancy during the
do not stop usa for any ather rsason.

*** N/A — Data not availabie.

n a clinical trial with desogestral and ethiny! estradiol tabiets, 1,195 subjects complet-
2l usar-sfficacy (t user-gfficacy)
This rate inctudes patients who did not taks the drug correctly.

CONTRAINDICATIONS
ommmmmmmuwuhmmwmwm

the following conditions:
 Thrombophiebitis or thror disorders
« A past histofy of deep vein thrombophiebitis or thrombosmbotic disorders
¢ Corubral vascular or coronary artery dissase
. of suspectad carcinema of the breast
« Carcinoma of the endomstrium or other known or suspactsd estrogen-depen-
‘dent neoplasia
¢ Undiagnosed abnormal
. mdnmummmpum
* Hepatic 2denomas or
« Known or suspectad pregnancy
WARNINGS

The usa of oral contraceptives is associated with increased risis of seversl serious con-
ditions inciuding myocardial intarction, thromboembolism, stroks, hepatic necplasia,
Lagdar

tenscon.hmﬂivm
mmmmwmmmmmwmmmmnm
mation refating to these risks.
mlmmmmamwmhmmmwmsmaamm
out in patients whe usad oral contraceptives with formuiations of higher doses of estro-
uemwnmoesmwummwncommmmmay mmmmmmuum
the oral contraceptives with formutations of lower doses of both estrogens and

Mammmmmwmmmmmwmw

betwoen oral contraceptive users and nonusers. The attributabie risk does provide
information about the actual occurrence of a diszase in the population (Adapted from

.-
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Myocardial infarction

An increased risk of myocaral irtascéion has been atiributed to orit contra-
ceptive use. This risk is primartly in smoksrs of women with other undertying
risk factors for coronary srtwry diseass such a3 hypertension, hypercholes-
terotemia, mortid odesity, and diabetes. The relative risk of heart attack for cur-
rent oral contraceptive ugars has boen estimatad to be two to six (4-10). The
rigk Is very low in women under e aga of 30. -

Smaking in combination with oral contraceptive usa has been shown to con-
tributs substantially 0 the incidence of myocardial infarctions in women in_

and Oider AMONG WOMeA who Lise Oraj contraceptives. (See Tabie Il)

TABLE i Circutatory divesse mertolily rales por 100,000 wernen-years by -
conrscaptive vee

208, smeking Status 34 wral

MORTALITY RATE

,000 WOMAN-YEARS)

(0. OF DEATHS/100

.
- .' &—G—J

0 I CAR-URERS (SMOKERS) LSS CONTROLS (SMOKERS)
200 =
150 -
100 -
w -
o - 7 s - ) bond
154 25-34 544 45—
AGE

(Mamd-fmm PM. Layde and V. Beral. ref. #12.)

Oral contraceptives may compound the effects of weil-kmown risk factors, such
ummmﬁwmm). In-particular,
Some progestogans ars known to decraase HUL cholesterol and cause glucose
intolerance, while estrogens may creats a state of hyparinsulinism (14-18),

women who have predispasing condi-
tions i twice that of women without such medical conditions (28). If teasible,
oral contracaptives shouid be discontinued a lsast four weeks priof to and for

T
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cissases
ammmmmmunbxnmwm
ul Cerobrovascuier events (thrombotic and hemorrhagic strokes),
afthough, in general, the risk is greatest among older { > 35 yesrs), hypertan-
mumummmmwm
both usars and nonusars, for both types of strokes, and smoking intsracted
increass the risk of stroks (27-29).

and 25.7 for usars with mhymnim attrib-
\stabie risk is als0 graater in cider women (3). (60 The
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mezans of contraception. The Commiittes recommaended that the benefits of low-
%ﬂmﬂuﬁtwwmmﬂmmwwmm-

TABLE (it: ANNUAL NUMBEN OF
DEATHS ASSOCIATED WITH OF FERTILITY PER 100,000 NON-STERILE
SY FERTILITY CONTROL METHOD
Method of contrel and ouiteme 1l-|l zun - o ] 30-“ 3538 4044
No fertility control methods® 91 148 257 282
Oul non-smoker* * 03 0.5 09 19 138 A8
eonuupﬂvesslw' 22 34 66 138 510 1172
uD** 08 08 10 10 14 14
Condom* 1.1 16 07 02 03 04
Diaphragm/spermicide* 19 12 12 13 22 28
Penodic abstinencs* 25 16 18 17 29 38
* Deaths ara birth relatsd
** Deaths ara method retated

(Adaptsd from H.W. Ory, ref. #35.)
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carcinoma (52-54) in long-tarm (>8 years) oral contraceptive users. HOwever,
thesa cancers are rar in the U.S. and the attributable risk (the excess incidence)
of liver cancers in oral contraceptive users approaches less than one per million
users.

OCULAR LESIONS
There have been clinical case reports of retinal thrombosis associated with the
Oond shouid be discomtinued i thers is

1t is recommended that for arty patient who has missad two consacutive periods,
p continuing oral contraceptive usa. [ the
patient has not adhered to the prescribad scheduls, the possibility of p

should be considered at the time of the first missad period. Orat use
should be discontinusd until pregnancy is ruied out-

GALLBLADDER DISEASE

Earfier studies have reportad an increassd risk of

surgery in users of oral contraceptives and (60,61). Mors recent stud-
ies, have shown that the reiative risk dissase

; women, elevatad bIOOG pressure will retum
stopping oral contraceptives (69), and there is no difference in the occurrence of
hypertension among ,71).

contraceptives and
BLEEOING IRREGULARITIES
encountered in patients on
Nonhormonal

Breaay biseding and Spotting are Sometimes

orai contraceptives, especially dunng the first thrae months of use.

causes should be considered and adequate diagnostic measures taken to rule out
malignancy or pregnancy in the event of breakthrough biseding, a3 in the cass of
any abnormal vaginal biseding, If pathology
10 another tormulation may sgive the probiem. In the event of amenorhea. preg-

-



it Jaundice develops in any woman receiving such drugs, the medication should
be discontinued. Staroid hormones May be poorly metaboilznd in patients with
impaired liver function,

4. ALUID RETENTION
ommmmmmmmammmqm
prescribad with caution, nd only with carefyl mmmmmm

. tions which might be by fMuid retention.
5. EMOTIONAL Oi
w«mnwmanimyd should be carefully observed and the drug
6. CONTACT i

strual i
mmmummmmmmm
henylbutazons, phanytoin sodium WMMMM

* Galibladder dissase '

* Hepatic adenomas or benign tiver tumors
The following adverse reactions have been reported in patients receiving ofal contra-
captives and are betieved to be drug-reiated:

« Naussa
+ Vomiting :
* Gastrointestinal symptoms (such as abdominal cramps and bioating)

 Temporary infortitity after discontinuation of treatment
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OETAILED PATYENT LABELING
PLEASE NOTE: This tabeting Is revised irom tme to thne o sew modieat
Tha fo oral contain a combination of progastogen and

Each whits tablet contzins inert ingradients.

Apri (descpesirel ond ethinyt ) Tabiet 21 Biister Cord
Emnmmmm&ﬂm&mﬁ?m"umm
INTROOUCTION

In comparison, typical teiture rates for s non-surgical of birth control dus-
ing the first year of use are as foliows:
Imptant <t%
Injection: <1%
UD: 102%
Diaphragm with spermicides:  18%
Vaginal 2;*38‘5
3DONQE: 1810

" Cervical Cag: 18 to 36%
Condom alons ( 1
Condom alone (female): H%
Periodic abstinence: 2%
No methods: 8%

diood
Chest pain (angina pectoris)

are prognant or think you may bs pregnant. Yau shouid also not

any of the following
* A history of heart attack or stroke
* Blood clots in the lags (thrombophiebitis), lungs (puimonary embolism), or eyes
* A history of clots in the dsep veins of

vaginai bisading (until a diagnosis is reachad by your doctor)
of the whites of the eyes or of the sidn (jaundice) during pregrancy of

pregnancy -
Tell your doctor or clinic if you have ever had any of thess conditions. Your doctor of
clinic can recommend a safes method of birth control

OTHER CONSIDERATIONS BEFORE TAKING ORAL CONTRACEPTIVES
Tedl your doctor or clinic it you have or have hat:
« Breast nodules, filrocystic disazse of the breast, an abnormal breast x-1ay of mam-

they choosa to us8 oral contracaptives.
Also, be sure to inform your doctor or clinic if you smoks or are on any medications,

RISKS GF TAXING ORAL CONTRACEPTIVES

1. Risk of deveioping bioed clel

Blood ciots and blockage of blood vessals are ons of the most serious side effects of
« taking oral contraceptives and can causa death o serious disability. in particutar, a clot

in one of the legs can cause thrombophietitis and a clot that
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get pregnant.
HT BLECDING, OR MAY FEEL SICK TO

" THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.
teking the pill. The problem wil usuak

OR LIGHT BLEEDING, even when yos

plged
.
N.%CAUSESPOTI’I

1

TG LS A
maka up these Missad pilis, On the days you taks 2 piils to make up for missed pis

1 you foel sick to your stomach,

b
4. Mi

{F YOU TAKE SOME

OARRoEA,for s

5: If YOU HAVE VOMITING OR for any reason, or
NES, including soms sntibictics, your piis may not work as wefl,

colid aizo fnef 3 ittle sick to
Usa a back-up method (such as condoms, foam. or spongs) until you check with

MEDIGI

you

ro
of bird

taik to
UNSURE ABOUT THE INFORMATION IN
TO TAXE YOUR PILL. )t is important to take

R

vew ot

21 ¥Ovd Tiid HNOA 1¥ %007 2
343 T UIES 4] LNOGE L2



pills (with hormones) to taka for 3
” [rosa-colored) pills (with hormones) o take for 3
of reminder whits) pells (without hormones).

to start aking the pits,

OR 28 PILLS:
take the pills (follow the arrows) and

AT ALL TEMES:

28 Pi} Pack

of
e
G(Wlﬂ'bmﬂlm“mmﬂl
of the week (starting with Sunday) printed on the bister card.

Pick Carrect Day Label

THU FRI SAT SUN MON TUE WED

start biesding or spotting, even if it is aimost

Pick the day label strip that starts with the
2. Ptace this

Peot and place tabei here.

-z
i}

method of birth control, sincs you are starting the

wanmmumm

4. You wii not need to use & back-up

You will probably have your period
no more than 7 days pass bstween 21-

i pack on the day after your st “reminder” pil. 0o not wait

B E

g m.mmmmmwmm

between pacia,
WSS AULLE:

It you MESS 1 (ross-colored] “active”
1. Taks it as 500N 28 you remember.

203 mmmmmwmmm ; W

&nmmhmmmmism

romember and 2 pills the next day.
you finish the pack.

condoms, foam, of sponge) 23 &

1.davg sfter you miss pills. You

have tax in the
“active” pitts in a row in THE 3MD WEERR

on
oill
BECOME
another control method (such a8
method for
ross-colored)
Dey 1 Starter:
the
pill every
ROW

thoss 7 days.

NANT i you
rest of the pilf pack and start & new pack thet same day.

-

£oeSst
=3 akckEl
Sa53 2 -
gt

re A s amnram cemre mmlmint e

rest of the pack and start & new pack of pills that same

wmmm.mmgmm.umm

2. You may nat have your

-
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ourrny not have your
yompeﬂod mmms a row, call your doctor o cinic bacsuse you might be preg-

nant.
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FINALLY, (F YOU ARE STILL NOT SURE WHAT TO 0O ABOUT THE PELLS YOU HAVE

KEEP TAKING ONE (ross~coiored) "ACTIVE™ PILL EACH DAY unth you can reach your

Usa a BACK-UP METHOD anytime you have sax.
doctov or clinic.

umm
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mmmummnmmmmn
DOES NOT PROTECT AQAMNST HIV INFECTION (ADS) AKD OTHER SEXUALLY TRANSIITTED
DISEASER.

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI  SAT SUN MON
WED THU FRI SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
FRIL SAT SUN MON TUE WED THU
SAT SUN MON TUE WED THU FRl
SUN. MON TUE WED THU FRI SAT

acr § izgg
Eoro e 1§t e 1 ol e JSpwEt. i o o koo

msmmmmmwm
ommmmm» “Birth control pits” or “the pil,” are takan to prevent pragnancy,

Ymmmmmﬂﬂmammnmumwmm

Clgaretts smoking (ncresses the risk of serieus cordiswesesiar side offects trom eral
contracoptive «se. This risk iscrssess with sge sed with heavy smokieg (15 or more
cigareitss pes day) sad ts quils marind i women ever 35 yeers of age. Wemen whe uss oral
contraceptives are strongly sdvizad aol te smehe.

Most side sffects of the pii are not serioys. The most common such effacts are naussa, vomiting,
bieeding betwsen menstrual periods, weight gain, braast tenderness, headache, and dificulty weas-
ing comact lanseas. These side effects, especially naussa and vomiting, may subside within the first

. n-'-,' ?‘v .
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4. BE SURE YOU HAVE READY AT ALL TIMES:
mommnuoommcommnummnmmmmmw
up in case you miss piils.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE FIRST PACK OF PHLLS:

Ywmndnhofm@ymmﬂmmﬂmmdmhmmmdmw

clinic which Is the best day for you. Pick a time of day which will be e2sy to remember.

OAY 1 STARR

1. mmmwmmmmmmmmmwmhummmm
biseding or spotting, even if it is aimost midnight when the biseding begins).

2 mmmmmmmmmwcwwmmmmmmm
mauou(summeum)mwmmw

Pick correct day tabel {THU FRI SAT SUN MON TU| |
Peel and pizcs label hers.

(YO
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mnmnmmmmwuawywmmpmtvwn
3. Take the firgt “active” (rase-colored] pil of the firs? pack during the first 24 hours of vour period,
4. You will not need t0 ute 2 back-up mathod of Birth control, sincs you are starting te pil at the
_beginning of your period.

SUNDAY START:

1. Taks the first “active™ [rose-colored] pil of the first pack an the Sucsiay atter vour period starts,
even if you are still bineding. If your period begins on Sunday, start the pack that same day.
2. Uss ancther mathod of irth controd as a back-up method ¥ you have sex anytime from the
Wmmmwmmmm&mam)c«mm or the sponge

ars good back-up mathods of birth controk.

WHAT TO DO DURING THE MONTI:

1. TAXE ONE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS ENPYY.
%umwp?mnmnmummmmuuww

7 stomach

0a not skip pidis even if you do not have sax vary often.

2. WHEN YOU FINSH A PACK OR SWITCH YOUR BRAND OF MLLE:
Wait 7 days to start the naxt pack. You wil probebly have your pertad during that week. Be sure
that no more than 7 days pass between 21-0ay packs.

mnwrmmm

i you MI88 1 {rose-colorad) “sctive” pik

1 ;mba‘a‘mamm Taka the next pill 2t your requiar time. This means you take
not nead to use a back-up birth control method if you

. d2y you
Then tzie 1 pid 3 day until you finish the paci.
;wwvmmeewummwmmmmmmm
(]

Mmmmmmﬂ(uummm«m)nam-

up method tor those 7

mamoumorwumwmwmmmnumamm

if you are 3 Sunday Starter: .
mmvmmwwsm
msmmwmﬂmwammmmummumuwmm

2 You may not have your period this month but this is expecsd. Howewer, ¥ you miss your period
2 months i & row, call your doctor Or clinic becauss you might be pragnant.

3. You MAY BECOME PREGRANT if you have sex in the 7 days after you miss pis. Yoy MUST
wagﬂmmm(wnmrwn.ww)nawwm
or those

nwm:mmrmwlwmmm(munam

1. Hysu are 8 Doy 1 Stariew;
mnwommwamwmmmammmmm
i you are » Sandsy Sarter:

Keep taking 1 pill svery day until Sunday.
" On Sunday, THROW OUT the rest of the pack and start & new pack of pills that same day.
2. You may not have your period this month but this is expected. Howewver, f you miss your period

mmwmm(mnmhmum)mwmmm
tor thase 7 days.

mwmmmmsmmmwmmwmmm
Uss a BACK-UP METHOD anytime you

xsgmmueous (ROSE-COLORED] Acnvrnummvmmanmmm
or
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. (i .
s ’i mi ethinyl osindlol) Tablefs 3 Y
28 and 21 Day Reulmensu;

109 BT (MY YAD YRRUY
PRECNANCY.

“mmm mmmm) IS INTENDED TO PREVENT :
T DOES NOT PROTECT AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY' 5,
TRANSMITTED DISEASES. T \,u : \.
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PLEASE NOTE: This tabeling is revised from time te time as important new
madical infermation becomes availshle. Therefors, please review Mis

tabeling caretully.

The following oral contraceptive products contain a combination of progesto-
gen and estrogen, the two kinds of female hormones:

M(MMWMWRMHWMM
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 myg ethinyl
astradiol. Each white tablet contains inert ingredients.

Apri (desogestret and ethinyl estradiol) Tablet 21 Day Regimen Blister Cord
Each rose-colored tablet contains 0.15 mg desogestrel and 0.03 mg ethiny!
estradiol.

INTRODUCTION

Any woman who considers using oral contraceptives (the birth controf pifl or
the pil) shoufd understand the benefits and risks of using this form of birth
rontrol. This patient abeting will give you much of the information you wil
need to make this decision and will also help you determine if you are at risk
ot developing any of the serious side effects of the pifl. It will tell you how to
use the pill properly so that it will be as effective as possible. However, this
labefing Is not a reptacement for a caretul discussion between you and your
doctor or clinic. You should discuss the Information provided in this tabeting
with him or her, both when you first start taking the pift and during your revis-
its. You should also foflow your doctos's or ciinic's advice with regard to regu-
lar check-ups while you are on the pill.

EFFECTIVENESS OF ORAL CONTRACEPTIVES
Nral contraceptives or Nnhcomrolpms “the pifi” are used to prevent preg-
nancy and are more etfective than other 0 methods of birth control.

When they are taken cdrrectiy, the chance of becomning pregnant is less than
1% (1 pregnancy per 100 women per year of use) when used perfectly, with-
it missing any pifls. Typical fatture rates are actuafly 3% per year. The chance
f becoming pregnant Increases with each missed pill during a menstrual
rycle.

'n comparison, typicat faiture rates for other non-surgical methods of birth
~ontrol during the first year of use are as foflows: .

implant: <%

tion: <1%
I'Jla;;hva with icides: }Stg(:m
Spermicides dlone T 21%
Vaginal sponge: 18 to 36%

lolhelums Thess risks are reatir with oral contra-
38 Apri (desogestrel and gthinyl estradiof) tablets, than with
pRis. Rarely, clots occur ih the bicod vessefs of the eye and may
douMo vision, or impaired vision.
Hmhbwdmﬁmﬂmandmdebcﬂnsmwy need to stay i bed
for a prolonged Mnass or havé recently delivered a baby, you may be at risk of
deveioping blood clots. You should consult your doctor dr cinic about stop-

“users of Mh pills"and miay be greater with longer duration of oral con-

traceptive use. In addition, some of these increased risks may continue for a
number of years after stopping oral contraceptives. The risk of abnormal blood
clotting Increases with age in both users and nonusers of oral contraceptives,
but the Increasad risk from the oral contraceptive appears (o be present at all
ages. For women aged 20 16 44 R IS estimated that about 1 in 2,000 uSing oral
contraceptives wil be hospitalized sach year becavse of abnormal clotting.
Among nonusérs in the same age group, about 1 in 20,000 would be hospital-
{zed each year. For oral contraceptive users in general, it has been estimated
hat i womer! betweén the ages of 15 and 34 fhe risk of déath dus to a circu-
latory disorder is about 1 in 12,000 per year, whereas for nonusers the rate is
abowt 1 in 50,000 per year. In the age group 35 to 44, the risk is estimated to
be about 1 in 2,500 per year for oral contraceptive users and about 1 in 10,000

Oral contraceptives may thcreass the tendency to devefop strokes (stoppagé or
rupture of blood vesse!s In the brain) and angina pectorts and heant attacks
(blockage of blood vessels in the heart). Any of these conditions can cause
death or serious disability.

Smoking greatly Increases the possibifity of suffering heart attacks and strokes.
Furthérmore, smoking and the use of oral contraceptives greatly increase the
chances of developing and dying of heart disease.

3. Gaiflviadder disease

Orat contraceptive users probably have a gréater risk than nonusers of having
palibladder disease, afthough this risk may be refated to pills containing high
doses of estrogens.

4. Liver tumors

In rare cases, oral contraceptives can cause benign but dangerous liver

4 Uf..'l?_ [ .
‘ QQ Mid. by:
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over the age of 35, the estimated nuniber of deaths exceetls those for other
methods of birth control. If a woman I3 over the age of 40 and Smokss, her
estimated rigk of death Is four times higher (117/100,000 women) than the
estimated risk associated with pregnancy (28/100,000 women) in that age

group.

The suggestion that women over 40 who do not smoke should not take oral
contraceptives is based on_ Information Irom oider, higher-dose pills. An
Advisory Committes of ths FDA discussed this lssus i 1989 and recommend-
ed that the benefits of low-dose oral contraceptive use by healthy, non-smok-
ing women over 40 years of age may outweigh the possible risks,

WARNMG SilALS
llmyofthmadvarseeﬂeusoccwwhlleyouamtaklnomloompﬂm
caf your doctor of clinic immediately:

* Sharp chest path, coughing of blood, or sudden shortnass of breath (indi-
cating a possibié clot In the lung)
Pain in the calf {Indicating a possible clot in the leg)
Gmshl)ng chest pain or heaviness in the chest (indicating a possible heart
attack R
« Sudden severs headache or vomiting, dizziness or fainting, disturbances

of vision or speech, weakness, or numbness In an arm or leg (Indicating

a possible stroks)
« Sudden partial o1 complete loss of vision (Indicating 4 possible clot in the
oye)
« Breast lumps (indicating possibie breast cancer or fibrocystic diseass of
the breast; ask your doctor or clinic to show you how to examing your
breasts)
'Smmmhwmmmwm(lndmﬁnoaposslwm
tured fiver tumor)
Difficuty in sleeping) wedkness, Bck of energy, fatigue, or change In
mood (possibly indicating severs depression)

. Jaunmeeorayenommunsﬂnotmbalt accompanied trequently -

by fever, fatigue, loss of dppetits, dark colored urine, or light cotored
bowel movemnents (indicating possible liver hroblems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES

1. Vaginal bleeding

irrequiar vaginal bleeding or spotting miay cccur while you are taking the pifts.
Irreguiar bleeding may vary from slight staining between menstrual pertods to
breakthrough bleeding which is a flow much like a regular period. lrregular
bleeding occurs most often during the first few months of oral contraceptive
use, but may also occur after you have been taking the pill for some time. Such
bleeding may be temporary and usually does not indicate any serious prob-

*e



¥ 10 3%
Condom alone s 2%
Condom alone (femai e) 21%
Periodic abstinence: 20%
No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigareite smoking Incroases the risk of seriows csrdiovascular sids
effects from orel contraceptive use. This risk incresses with age and
with hesvy smoking (15 or mere cigsreftes per day) and Is quite
marked In women over 35 years of age. Women who use oral costra-

ceptives are strongly advised not to smoks.

Some women should not usa the pill. For example, you shoutd not take the pill
it-ydu are pregnant or think you may be pregnant. You shoutd also not use the
plit it you have any of the foflowing conditions:

A history of heart attack or stroke

* Biood clots in the legs (thrombaophlebitis), lungs (putmonary embotism), or

ayes
* A history of blood clots In the deep veins of your legs
« Chest pain (angina pectoris)
* Known o suspected breast cancer or cancer of the kning of the uterus,
cervix of vagina
* Unexplained vaginal bleeding (unti a diagnosis Is reached by your doctor)
* Yeflowing of the whites of the eyes or of the skin (jaundice) during preg-
nancy or during previous use of the pill
* Liver tumor (benign or cancerous)
* Known or pregnancy
Tell your doctor or clintic if you have ever had any of thess conditions. Your doc-
tor or clinic can recommend a safer method of birth control.

OTHER CONSIDERATIONS BEFORE TAXING ORAL CONTRACEPTIVES
Tell your doctor or clinic i you have or have had:

* Breast nodules, fibrocystic disease of the breast, an abnormal breast x-ray

o mammogram

 Diabetes

* Elevated chotesterol or triglycerides

* High blood pressire

* Migraine or other headaches or epilepsy

* Menta! depression

* Gafibladder, heart or iidney diseass

* History of scarty or rregular menstrual periods
Women with any of these conditions should be checked often by their doctor
or chinic if they chooss to use oral contraceptives.
mwmlomormyourdoctorordlnicltyousmokeorareonanymad-

amwmﬁmmmmm

1. Rizk of develeping Mood clots - '
Blooddotsandhlockaoeoibbodm!smmmmmmm
eifects of taking oral contraceptives and can cause death or serious disabiity.
In particular, a clot in one of the legs can caus thrombophiebitis and a clot that
Navelslomelunqsmncalseawddml'ﬂoekmbmmmcamblood

tumors. Thise berign liver tumors can nipture and cause fatal infernal bleed-
ing. In addition, a possible but not definite assoclation has been found with the
pill and-fiver cancers in two studies, in which a few women who developed
these very rare cancars were found'tp have used oral contraceptives for long
pertods. However, liver cancers are Fare.

S, Cancer of the reproductive organs and brpasts

There is conflict amony studies regarding brbast cancer and oral contraceptive
use. Somastudleshaverepomdanhlmaselntheriskofdeve!oplngbraast
cancer, particidarly at a younger age. This increased risk appears to be related
to duration of use. The majority of studies have found no overall increase in the
risk of developing breast cancer.

Some studies have found an increass in the incidence of cancer of the cervix
in women who use oral contraceptives. However, this finding may be related to
factors other than the use of oral contraceptives. There Is insufficient evidence
to rule out the possibility that pilis may cause such cancers.

ESTIMATED RSK OF DEATH FROM A SIRTH CONTROL METHOD OR PREG-

Al methods of birth control and pregnancy are assoctated with a risk of devel-

oping certain diseases which mey lead to disabifity or death. An estimate of the
number of deaths sssociated with diftsrent methods of birth control and preg-
nancy has been caiculated and is shown In the following table.

ANNUAL WUMBER OF BIRTH-RELATED OR METHOD-HELATED DEATHS
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,008 RON-STERILE
WONMBN, BY FERTILITY CONTROL ETHOD ACCORDING T0 AGE

Methed of control 1519 20-24 2520 3034 3530 4044

and outeame

Mo ity cotro 70 74 01 148 257 282

ommmm 03 05 09 19 138 318

mummm 22 34 68 135 511 1172
smoker**

wo** © 08 08 10 10 14 14

Condom* 11 18 07 02 03 04

Dbphragnvspermicide® 19 12 12 13 22 28

Periodic abstinence 25 16 16 17 29 36
* Deaths avs birth reisted

** Deaths are method related

In the preceding table, tha risk of death froth eny birth contro! rethod Is less
tharl the risk of childbirth, except for oral contraceptive users over the age of
35 who smoke and pill users over the ags of 40 even it they do not smoke. It
can be seen in the table that for women aged 15 to 39, the risk of death was
highest with gregnancy (7-28 deaths per 100,000 women, depending on age).
Among pill users who do not smoke, the risk of death was atways lower than
that associated with pregnancy for any age group, although over the age of
40, the risk Increases to 32 deaths per 100,000 women, compared to 28 asso-
clated with pregnancy at that age. However, for pil users who smoke and are

lems. It is important to continue taking your pills on schedufe. If the bleeding
occurs In more than one cycle or tasts for more than a few days, talk to your
doctor or clinic.

2. Contact lenses

If you wear contact lenses and notice a change in vision or an inability to wear
your lenses, contact your doctor or clinic.

3. Fluid retention

Oral contraceptives may cause edema (fluid retention) with swelling of the fin-
gers or ankles and may raise your blood pressure. f you experience fluid reten-
tion, contact your doctor or clinic.

4. Melasma

A spotty darkening of the skin Is possible, parﬂcutariy of the face, which may
persist.

5. Other side effects

Other side effects may incfude nausea and vomiting, dnngahaweﬁm
headache, nervousness, depresston, dizziness, loss of scalp hair, rash, and
vaginal infections.

11 any of these side eftects bother you, cafl your doctor or clinic.

GENERAL PRECAUTIONS
1. Missed periods and use of oral contrateptives befors or during early

prégnancy

There may be times when you méy not menstruate rejularly after you have
compteted taking a cycls of pilts. If you have taken your pifls regutarly and miss
one menstrual period, continua taking your pills tor the next cycle but be sure
to inform your doctor or clinic before doing so. Hf you have not taken the pills
daily as instructed and missed 8 menstrual pettod, you may be pregnant. Hf you
missed two consacutive menstrual periods, you may be pregnant. Check with
your doctor or clinic immediately to determins whether you are pregnant. Oo
mteontlnmtotalmmieommmuntﬂyoumsumyouamnotpmnam
but continue ta use another method of contraception.

There is no conclusive evidence that ora! contraceptive use is assoclated with
an Increase in birth defects, when taken inadvertently during early pregnancy.
Previously, a few studies had reported that oral contraceptives might be asso-
cisted with birth defects, but thess findings have not been seen in more recent
studies. Nevertheless, oral contraceptives or any aother drugs should not be
vsed during pregnancy unless clearly necessary and prescribed by your doctor

-or clinic. You should check with your doctor or clinic about risks to your

unbom child of any medication taken during pregnancy.

2. While breast feeding

tf you are breast feeding, consult your doctor or clinic befors starting oral con-
traceptives. Some of the drug will be passed on to the child in the mitk. A few
adverse effects on the child have been reported, including yellowing of the skin
(jaundice) and breast enlargement. In addition, oral contraceptives may
decrease the amount and quality of your mifk. {f possible, do not use oral con-
traceptives while breast feeding. Yot should use ancther method 6f contra-
ception since breast feeding provides only partial protection from becoming
pregnant and this partial protection decreases significantly as you breast feed
for longer periods of time. You should consider starting oral contraceptives
only after you have weaned your child-completaly.
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3. Laborstory tests
lfyoummuutorwhwmymmuyourdmuwnbynum
taking birth controf pills. Certain bloodmtsmybeatfecmdbybimm
pilts.

4. Drug interactions -

Certain drugsmaymteracrwm birth controd pills to make them less effective
in praventing pregnancy or cause an incraase in braaithrough bleeding. Such
drugs include rifampin, drugs used for epilepsy such as barbiturates (for
example, phenobarbital), anticonvuisants such as carbamazepine (Tegretoi is
one brand of this drug), phenytoin (Dilantin is one brand of this drug),
phanylbutazone (Butazoiidin is one brand), and possibly certain antibiotics.
You may need to use additional contraception when you take drugs which can
maks oral contraceptives lass effective.

S. Sexvally tranamitted dissases

This product (like all oral contraceptives) is intsnded to prevent pregnancy. it
does not-protect against transmission of H(V (AIDS) and othsr sexually trans-
mitted dissases such as chiamydia, genita) herpes, genital warts, gonorrhesa,
hepatitis 8, and syphilis.

HOW TO TAKE THE PILL
IMPORTANT POINTE TO REMEMEER

BEFORE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:.
Befors you start taking your ptils.
Anytime you are not sure what to do.

2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME
It you miss pills you could get pregnant. This includes starting the pack lats.
The more pills you miss, the more likely you are to get prognant.

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK
- TO THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.

If you feel sick to your stomach, do not stop taking the pill. The problem will
usually go away. it it doesn’t go away, check with your doctos of clinic.. .

4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even
when you make up thess missed pills. On the days you taks 2 piils to make
up for missed pilis, you could aiso feed a llttle sick to your stomachl. .

5. IF YOU HAVE VOMITING OR DIARRHEA, for any.reason, or IF YOU TAKE
SOME MEDICINES, including soms antibiotics, your pills may not work as
well.

Usa a back-up method (such as condoms, foam, or spongs) unttl you check
with your doctor or clinic.

6. IF YOU HAVE TROUBLE REMEMBERING TQ TAKE THE PiLL, talk to your
doctor or clinic about how to maks piil-taking easier or about using another
method of birth contro.

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA- .

TION IN THIS LEAFLET, call your doctor or clinic.

BEFQRE YOU START TAKING YOUR PRLLE:

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL It is impor-
tant to take it at about the same time every

2. LOOK AT YOUR PILL PACKTOSEEIF ITHA821 OR 28 PILLS:
The 21-pill pack has 21 “active” [rose-colored] plils (with hormones) to take
for 3 weeks, followed by 1 wesk without pilts.
The 28-pil pick has 21 “active” [ross-colored] piils (with hormones) to take
for 3 weeks, followed by 1 week of reminder [whits] pills (without hor-
mones).

JALSOAND: -
1) whare on the pack to start taking the pifis,
2) in what order to take the pills (follow the arrows) and
a)unweunumMpHnMMthepadL

- ——— e :
- - ’ .
»

SUNDAY START:
1. Taka the first “active” (rose-colored] pill of tha first pack on the Sunday aftae -

aven if you are still bieeding. if your period begins on- -

your period starts,
Sunday, start the pack that same day.
2. as a back-up method i you have sex

the Sunday you start your first pack untfl the next Sunday (7
dayn:')uConM‘foam or the spongs are good back-up methods of birth
coi

WHAT T0 DO OURHNG THE MONTH:
1. TAKE ONE PILL AT SAME TIME EVERY DAY UNTIL THE PACK IS

Do not skip pills even if you are spotting or bieeding betwesn monthly per-
ods or fesl sick to your stomach (nausea).
Do not skip pifts even if you do not have sax very often.
2. WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PILLS:
2 il Wait 7 days to start the next pack. You will probably have your
period during that wesk. Bs sure that no more than 7 days pass
.-between 21-day packs.

28 pliix; Start the next pack on the day after your lagt “reminder” pill. Do

not wait any days between packs.

WHAT T0 00 IF YOU MISS PILLS:

If you MtSS 1 [rosa-colorad] “active” pill:

1. Take it as s0on 23 you remember. Take the next pill at your regular time. Thig
means you taks 2 pills in 1 day.

2. You do not nead to use a back-up birth control method if you have sex.

If you MIS8 2 [rose-colored) “active” pifis in a row in WEEXK 1 0R ~

WEEK 2 of your pacic

1Tm2pllhonmdayywmnmberandumsmmday-

2. Then take 1 pif a day untfl you finish the pack.

3. You MAY BECOME PREGNANT if you have sex In the 7 dsyg aﬂu you miss
pills. You MUST uge another birth control method (such as condoms, foam,
or sponge) as a back-up method for thosa 7 days.

If you MISS 2 [rose-colored). “active” pmsmarowmmsaaum

1. i ysu 2re & Dzy 1 Starter:
mnowommmamwmmmnammmWaay
if you are a Sgndsy Starter:

KeeptaklnolplllmydayunﬁlSunday
On Sunday, THROW QUT the rest of the pack and start a new pack of pills
that same day. .

2. You may not have your period this month but this is expected. However, it
you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sax in the 7 days after you miss

pifls.
You MUST use ancther birth control method (such as condoms, foam, of
sponge) as a back-up method for those 7 days.

If you MISS 3 OR MORE [rose-colored] “active™ pills in a row (during the first
3 weeks):

1. If you are a Dyy 1 Starter:

THROW QUT the rest of the pilf pack and start a new pack that same day.
" i you are 8 Sundsy Starter:
KeeptaldnowmsvefydayunﬁSunday
On Sunday, THROW QUT the rest of the pack and start a new pack of pills
that same day.

2. Youmaynothaveyourpododmismonm but this is expected. Howaever, it
you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant. ,

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss

pills.
You MUST use another birth control method (such as condoms, foam, or
sponge) asa back-up method for those 7 days.

\d
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4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (such as condoms,
t0 use as a back-up in case you miss pills.
AN EXTRA, FULL PILL PACK..

WHEN TO START THE FIRST PACK OF PILLS:

g
i

Youhavaacﬂdeootwhiehdaytosmwdmmﬂmm Deddo
‘_mwmdmwdlnbmubmmmwmm of day
which will be sasy to remember. .

DAY 1 START:

1. Pumayuwmummmmmmymmw(
the day you start bleeding or spotting, mnnnmmmmm
blesding begins.) .

2. mm«ymmmmmmwommommm
the days of the wesk (starting with Sunday) printed on ths biister card.

Pick Correct Day Label [THU FRI SAT SUN MON TUE WED)]
Peel and pjace label here.

Only:

Nota: !f the first day of your period Is a Sunday, you can skip staps #1 and #2.
3. Take the first “active” {rosa-cotored) pill of the first pack during the first 24

hours ot vour period, )
4. You will not need to usa a back-up method of birth contral, since you are
starting the pill at the beginning of your period.

A REMINDER FOR THOSE ON 28 DAY PACKS:

It you forget any of the 7 (white} mmwmmwm4
THRQW AWAY the pills you missed.

Keep taking 1 pill each day untii the pack is smpty.

You do not need a back-up method.

FINALLY, IF YQU ARE STILL ROT SURE WHAT TO DO ABOUT THE PILLS YOU
HAVE MISSED:

Use a BACK-UP METHOD anytime you have sex.

KEEP TAKING ONE [rose-colored] “ACTIVE® PILL EACH DAY until you can
reach your doctor or clinic.

PREGNANCY DUE TO PILL FAILURE

The incidencs of pill failure resufting in pregnancy is approximately one per-
cent (i.0., one pregnancy per 100 women per year) if taken every day as direct-
ed, but more typical failure ratas are about 3%. (f failure does occur, the risk
to the fetus is minimal.”

mmmmmmmm

mmmumdmmmmpmanustopusmooraIcon-
traceptives, especially if you had irreguiar menstrual cycles bsfore you used
oral contraceptives. it may be advisable to pestpone conception until you begin
menstruating regutarty once you have stopped taking tha pil and desirs preg-

nancy.
mndmmwmuwmhmmmmmmm
when pregnancy occurs soon after stopping the piil.

OVERDOSASE

Serious ill effects.have nat besn reported following ingestion of large doses of
oral contraceptives by young children. Overdosage may cause nauses and .
withdrawai bleeding in females. Inmdmmmmyuwdm
clinic or pharmacist.

Your doctor or clinic will take a medicat and family history before prescribing
oral contraceptives and will examine you. The physical axamination may be
delayed to anothar time If you request it and your doctor or clinic beileves that «
it is a good medical practice to postpone it. You should be reexamined at least “»
once a ysar. 8s sure to inform your doctor or clinic if there is a family history -
of any of tha conditions listed previously in this leafist. Be sure to keep afl
appointments with your doctor or clinic because this is a time to detarmine it
thers are early signs of side effects ot oral contracaptive usa.

Do not use the drug for any condition cther than the one for which it was pre-
scribed. This drug has been prescribed specifically for you; do not give it to
others who may want birth controi piils. .

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES

In addition to preventing pregnancy, use of combination oral contraceptives

may provide certain bansfits. They are:

* menstrual cycles may becoms more regular

« blood fiow during menstruation may be lighter and less iron may be lost.
Theretare, anemia due to iron deficiency is less likely to occur.
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' -mmwmmmmmmmm
- weetopit (fubaly prégnancy may occur less frequently.

* NONCANCATOUSCYSE Or lumps [n the breast may occur less fraquently.
* acuts peivic Inflammatory dissase may occur less frequently,

"« oral contraceptiveruse may provide 3009 protection against developing two

tmmmmmmmmmmmlmmmmm
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